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If this opinion is, as provided above, considered to be a written opinion of the IPEA the applicant is invited to submit to the IPEA a 
written reply together, where a|>|)ropriate. with amendments, before the expiration of 3 months from the date of mailing of Form 
PCT/IS A/220 or before the expiration of 22 months tirom the priority dale, whichever expires later. 
For further 0|)tion.s. see Form K'I7ISA/22<). 

For further details. .«vc notes lo Form K'T/IS/\/220. 



13 


Box No. I 


□ 


Box No. II 




Box No. Ill 


m 


Box No. IV 




Box No. V 


□ 


Box No. VI 


□ 


Box No. VII 


□ 


Box No. VIII 


FURTHER ACTION 



Name and mailing address of thv' 1S/V.IP 



Facsimile No. 



Aulhori/.e<l officer 



Telephone No. 



Form KT/ISA/237 (cover sheet) (January 2()(M) 
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INTERNATIONAL SEARCHING AUTHORITY 



International application No. 

PCT/JP2004/012638 



Box No. I 



Basis of this opinion 



With regard to the languuge. this opinion has been established on the basis of the international application in the language in which it was 
nied. unless otherwise indicated under this item. 

This opinion has been established on the basis of a translation from the original language into the following language 

. which is the language of a translation furnished for the purposes of international search (under 

Rule 12.3 and 23. Ub)). 

With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessary to the claimed 
invention, this opinion has been established on the basis of: 

a. type of material 

I I a sequence listing 

I I table(s) related to the sequence listing 

b. format of material 

I I in written format 

I I in computer readable form 

c. time of filing/furnishing 

I I contained in the international application as filed. 

I \ filed together with the international application in computer readable form. 
I I furnished subsequently to this Authority for the purposes of search. 

I I In addition, in the case that more than one version or copy of a sequence listing and/or table(s) relating thereto has been filed or 
furnished, the required statements that the information in the subsequent or additional copies is identical to that in the application as 
filed or does not go beyond the application as filed, as appropriate, were furnished. 

Additional comments: 
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imcrnational application No. 

PCT/JP2 004/012 638 



Box No. Ill Non-eslablishnient of opinion with regard lo novelty, inventive step and industrial applicability 

The questions whether the claimed invention appears to he novel, to involve an inventive step (to be non obvious), or lo be industrially 
applicable have not been examined in respect of: 



□ 



the entire international application 
claim No. 26 



because: 



the said international a{)pIicalion. or the said claim No. 26 



relate to the following subject matter which does not require an international preliminary examination isperifv): 

The subject matter of Claim 26 relates to a method for treatment of the 
human body by therapy, which does not require an international preliminary 
search. 



□ 



the descriptioa claims or drawings (indicate porticular elements below) or said claims Nos. 
are so unclear that no meaningful opinion could be formed (specify): 



the claims, or said claims Nos. are so inadequately supported 

by the description that no meaningful opinion could be formed. 

^3 no international search report has been established for said claim No. 2 6 

I I the nucleotide and/or amino acid sequence listing does not comply with the standard provided for in Annex C of the Administrative 
■ Instructions in that: 

the written form I I has not been furnished 

□ dtK-s not comply with the standard 
the computer rcailablc form has not been furnishetl 

□ dcx-s not comi>l y with the slamlani 

I I t*^^" tables related to the miclcolide and/or amini> acid .sequence listing, if in computer readable I'orm only, do run comply with the 
technical requirements provided for in .Annex C-his of the Administrative In.si ructions. 



□ 



See .Supplemental Box fw further details. 
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Box No. IV Lack of unitv of invention 



In response to the invitation (Form PCT/ISA/206) to pay additional fees the applicant has: 
I I paid additional fees 
I I paid additional fees under protest 
I I not paid additional fees 

2. Authority found that the requirement of unity of invention is not con^lied with and chose not to invite the applicant to pay 
additional fees. 

3. This Authority considers that the requirement of unity of invention in accordance with Rules 13. 1. 1 3.2 and 13.3 is 
I I com|)lied with 

[XI complied with for the following reasons: 

1) Claims 1 -25 relate to a composition containing a p-hydroxy short-to- 
medium chain fatty acid polymer for purposes of transporting a P-hydroxy short- 
to-medium chain fatty acid or an oligomer thereof to the large intestine. 

2) Claims 27-31 relate to a soluble large-intestinal coating comprising a P- 
hydroxy short-to-medium chain fatty acid polymer. 

3) Claims 32-37 relate to a composition containing a p-hydroxy short-to- 
medium chain fatty acid, an oligomer thereof or a physiologically acceptable 
derivative of these in a form that can be transported to the large intestine. 

These three groups of inventions do not appear to be a group of 
inventions so linked as to form a single general inventive concept. 



4. ( "onsL\|m. ntiy. this opinion has hccn cstahlishL-t) in rcspccl ol ihc follow in;: \Kir\s of the international application: 
I I all p;irls 

IXI the parts relating to claims Nos. 1-25^ 27-37 
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Box No. V 



Reasoned statement under Rule 43bi&l(a)ri) with regard lo novelty, inventive step or industrial applicability; 
citations and explanations supporUni» such statement 



Siolement 

Novelty (N) 

Inventive step (IS) 

Industrial applicability (lA) 



Claims 1 6-2 5 , 3 6, 3 7 



Claims 1-15, 27-35 



Claims 



Claims 1-25, 27-37 



Claims 1-25, 27-37 
Claims 



\'ES 
NO 

VES 
NO 

\'ES 
NO 



2. Citations and explanations: 

Document 1: JP 2002-500027 A 
Document 2: JP 5-503637 A 
Document 3: JP 3-83917 A 
Document 4: JP 63-258810 A 
Document 5: WO 92-16191 Al 
Document 6: JP 2002-521330 A 
Document 7: JP 2001-515510 A 

Document 8: COOK, vS.L et al., Review article: short chain fatty acids in health and 

disease, AUement, Pharmacol. Then, 1998, Vol. 12, pp. 499-507 

Document 9: NIWA, Takahashi et al.. Effect of Dietary Fiber on Morphine-induced 

Constipation in Rats, Biosci. Biotechnol. Biochem., 2002, Vol. 66, No. 6, pp. 1233- 

1240 

Document 10: MARCIL, Valerie et al., Butyrate Impairs Lipid Transport by 
Inhibiting Microsomal Triglyceride Transfer Protein in Caco-2 Cells, J. Nutr., Jury 
2003, Vol. 133, pp. 2180-2183 

The subject matter of claims 1-3, 5-7, 13 and 14 does not appear to possess 
novelty or to involve an inventive step because it is described in documents 1-7 cited 
in the ISR. Claims 1-3, 5-7, 13 and 14 include the description: ^Tor purposes of 
transporting a p-hydroxy short-to-medium chain fatty acid or oligomer thereof to the 
large intestine," but this description only indicates a property of the composition, 
which is a property that any composition containing a P-hydroxy short-to-medium 
chain fatty acid polymer would have. Compositions containing p-hydroxy butyric 
acid polymers and other P-hydroxy short -to-medium chain fatty acid polymers are 
described in all of documents 1-7, which also describe that these compositions are 
animal feeds and foodstuffs. 
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In case the space in any of the preceding boxes is not sulTicient. 
Continuation of: Box V . 2 

The subject matter of claim 4 does not appear to possess novelty or to involve 
an inventive step because it is described in documents 1 , 2 and 6 cited in the ISR. 
AH of documents 1 , 2 and 6 describe compositions containing P-hydroxy short-to- 
medium chain fatty acid polymers, such as a copolymer of P-hydroxy butyric acid 
and P-hydroxy valeric acid and the like. 

The sub ject matter of claims 8-10 does not appear to possess novelty or to 
involve an inventive step because it is described in documents 1 , 2 and 4-7 cited in 
the ISR. All of documents 1, 2 and 4-7 describe that P-hydroxy butyric acid 
polymers and other p-hydroxy short- to -medium chain fatty acid polymers are 
produced by microorganisms. 

The subject matter of claims 1 1 and 12 does not appear to possess novelty or 
to involve an inventive step because it is described in documents 1,2 and 7 cited in 
the IvSR. All of documents 1, 2 and 7 describe that p-hydroxy butyric acid polymers 
and other p-hydroxy short-to-medium chain fatty acid polymers are produced by 
plants. 

The subject matter of claim 15 does not appear to possess novelty or to 
involve an inventive step because it is described in documents 3-7 cited in the LSR. 
All of documents 3-7 describe drug compositions containing P-hydroxy butyric acid 
polymers or other P-hydroxy short-to-medium chain fatty acid polymers. 

The subject matter of claims 27-31 does not appear to possess novelty or to 
involve an inventive step because it is described in documents 3-5 cited in the ISR. 
All of documents 3-5 describe soluble large-intestinal coating compositions 
containing P-hydroxy butyric acid polymers or other p-hydroxy short-to-medium 
chain fatty acid polymers. 

The subject matter of claims 32, 34 and 35 does not appear to possess novelty 
or to involve an inventive step because it is described in documents 1-7 cited in the 
ISR. All of documents 1-7 describe compositions containing P-hydroxy short-to- 
medium chain fatty acids or oligomers thereof or physiologically acceptable 
derivatives of these in forms that can be transported to the large intestine. 

The subject matter of claim 33 does not appear to possess novelty or to 
involve an inventive step because it is described in documents 3-7 cited in the ISR. 
All of documents 3-7 describe drug compositions containing p-hydroxy short-to- 
medium chain fatty acids or oligomers thereof or physiologically acceptable 
derivatives of these in forms that can be transported to the large intestine. 

'I'he subject matter of claims 1 6-25. 36 and 37 appears to possess novelty because 
it is not described in any of the di>cumenLs cited in the ISR. 
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Continuation of Box V.2: 




The subjecl matter of claims 16-25, 36 and 37 does not appear to involve an 
inventive step based on documents 3-5 cited in the LSR. The inventions of claims 
16-25, 36 and 37 are used in the prevention and/or treatment of inflammatory bowel 
disease, colon cancer and the like, which is not described specifically in documents 
3-5. However, the compositions containing P-hydroxy short-to-medium chain fatty 
acid polymers and the compositions containing |3-hydroxy short-to-medium chain 
fatty acids or oligomers thereof or physiologically acceptable derivatives of these in 
forms that can be transported to the large intestine that are described in documents 3- 
5 could be contained in a variety of drugs, and could be used for a variety of 
diseases. Thus, it would be easy for a person skilled in the art to use the 
compositions described in documents 3-5 for the prevention and/or treatment of 
inflanunatory bowel disease, colon cancer and the like. 

The sub ject matter of claims 16-25, 36 and 37 does not appear to involve an 
inventive step based on documents 6-10 cited in the ISR. The inventions of claims 
16-25, 36 and 37 are used in the prevention and/or treatment of inflammatory bowel 
disease, colon cancer and the hke, which is not described in documents 6 and 7. 
However, documents 6 and 7 do involve drugs having as active ingredients P- 
hydroxy short-to-medium chain fatty acids which are produced in the body, while the 
use of P-hydroxy short-to-medium chain fatty acids for inflammatory bowel disease, 
colon cancer and the like is described in all of documents 8-10. Thus, it would be 
easy for a person skilled in the art to use the drugs described in documents 6 and 7 
having as active ingredients P-hydroxy short-to-medium chain fatty acids which are 
produced in the body for inflammatory bowel disease, colon cancer and the like 
based on the descriptions of documents 8-10. 
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